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PEP Data Management

= Background
= Data Validation
= Approva
= AIRS submittal
= Next Steps




PEP Data Management
Background

= |[mplemented Access database Iin each of

two regional quality assurance laboratories in
early '99

» Athens, Georgia
» Manchester, Washington

= First versions of database focused on
acquisition of data

» matching laboratory SOP's with need to track
many types of data

» acquiring sampler data through electronic data
package



Designing Current Version of
PED to incorporate validation

= Need to distinguish Performance Evaluation (PE)
data as "valid" or "rejected"

= Need to have appropriate manager approve data as
"valid" or "rejected"

= |dentify all criteria into a system that can be broken
down by:

» where data is produced
» when data is produced
» whether data is part of:
— Critical criteria
— Sample batch validation
— Operational evaluation criteria



PEP data validation

= Used PEP QAPP section on "Validation and
verification of methods" as basis for setting
up data validation process.

= Setup PED to identify for each performance
evaluation the:
» Critical criteria
» Sample batch validation criteria
» Operational evaluation criteria

= Compare associated PE data to acceptable
parameters for each criteria



PEP Validation Matrix

Valid

Laboratory Data

Field Data

Systematic Issues

Pre-sample
weigh session

Pre to post weigh
session comparisons

Post-sample
weigh session

Pre-sample

Sampler Operation

Sample Recovery

Sample Transport

Concentration
checks

100 mg bal check
<=3 ug

200 mg bal check
<= 3ug

Duplicate filter
+/-15 ug

Lab Blanks
<15 ug

Field Blanks
+/- 30 ug

100 ug bal check
<=3 ug

200 ug bal check
<= 3ug

Duplicate filter weigh
+/- 15 ug

=
S

> 20% between
Primary and PE

Critical Criteria

Undefined Check

Sample Batch Validation with major and minor flags

Operational Evaluation Criteria




Data that feeds into the
validation process

= | aboratory data

= Field Data
» Electronic data package

» Information from the Field Data Sheets (FDS)

= Systematic Issues
» Range and CV checks



PEP Data Validation

= |f all criteria "pass"”, PE identified as:
»"Valid Data" and
> "complete”

= |[f one or more criteria:
» "fail", allow for correction or override:
= Corrections may be made due to entry errors

- Overrides may be made when non-critical
criteria have minor flags associated with
them

» PE's that have a "fail" are not automatically
marked as "complete"



PEP Data Validation (continued)

= Re-run validation only for those samples that
have not already been completed.
» PE "Valid" and "Complete"
» PE "Rejected"

» PE can be marked "Complete" or more
corrections and overrides can take place.
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PM. . Performance Evaluations

Record Last Changed:

SM5.00

PE Filter ID: T127630
Filter Lot: 99357

Sampler ID: BGIO217

AIRS Site Code: 220350005

FOC: 1

Sampler Serial Mo.; 0217 hiodel;
PEC a=zette ID: 3543 Sampler Model: BGPLQ2005 Serial No.:
FE Run Time P25 Concentr ation Fizld Flag:
PE Start Date: 22400 12:00:05 AM Mez=sured by PE Sampler [pgfm®): 2537 | Comment
Elapsed Time (days) 0299 hie s ured by Site [ pgfme:
FE Stop Date; 22800 11:529:05 F Fearcent Difference;
Filter Remowved [ate: 22500 10:5420 Abd
Sample Flonolume Ambient Sample Temparature (*CY| |Barometric Pressure (mm Hg) Ot of Spec. Field YWerificatiors
Flowe Arg [ Lfmin).: 1669 Porerage: 213 Awverage: TGS Time: [] BF: A
Flow CW: 023 hinimum: 17.9 Minimum: 753 Temperature: [] Temperature: Bf
Sample Vol (m™: 24012 Maximum; 265 Maximum: FE2 Flow: ] Flow: A
Field Blank Trip Blarnk Lab Blank Collocated Samplers
Cazzete [D: 4604 Cassette I0: Caszette ID: NMA Collocated: []
Filter I T1Z7E21 Filter 1D Filter I T127E25 Count.:
Fre- it (mg) 122130 Fre- Wit (maX: Fre- it (mg): 125.230 Std. Dev.:
Fost Wirt. cmg): 129,141 F ozt it ( ma): Fost it (mag): 135875 Mean:
Wt Change (mg): 0011 . Change (myg) Wit. Change (myg): -0.005 Mz GO (%

Pre-zample (U nexposed) |

Fozt-zample (Exposed)

|F' re/F ozt Change

Weigh Session:

TR13
Equilibration Time (days): |20

Page: H|*I|| 45 b |

Equilibration Tray:
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FM 2.5 Performance Evaluation Database - v 2.02 - [rptPE_QC_Checks : Report]

“ File Edit Yiew Yiew Tools ‘Window Help

IESEIPRICY: - cra ) =N B
Huolding Time (days . 1z (Sample Ma:s)
Filter W eight{mg): | 1282656 2ME009:38:02 A | 139,981 B0 240013 Pl 0205
Weighing Room Conditiors
A, Temperature (°C): | 21.8 218
Temp. 5td. Drew. (°CY: | 0132 0.15 ;
Aug. Relative Humidiby (% | 272 262 ':H";DE;’E" CE:I =il
RH Std. Dev. (% | 0203 0204 ' valid Data: A
Batch Duplicates PE Rejected: []
Filter [D: | TAZ7E20 T127630 Complete: A
Frimary Weight (mg): | 128286 2ME009:23:02 Ak | 129481 2700 2:40:12 P
Cruplicate Weight (ma): | 139235 2ME009:498:11 AM [ 138,500 3700 2:55:51 P QA Manager Approv al
Weaight Change (mgy | -0.001 o009 #pproval: []
Lo hdass Balance C hecks Iritials:
Werified Wieight (mg):
hdinimum Weight (mg): | 99999 ZME009:98:59 Al | 99993 3700 2230050 P (M. Dverall ate
b azimum W eight (ma) | 100.001 2ME009:25:05 Al | 99993 200 23050 PM | Wt Change) S
hdinfhdax Wt. Change {myg) | 0002 nfalulu] 00o3
High hMas=s Balance Checks Approval: []
Verifie d Weight (mg): Iritial:
bimimum Wreight fmg: | 199295 2ME009:35:50 AM | 199 008 300 23 PM| (b ze Overall Lrate
W az<imum W0 eight (ma); | 199 928 ZMED09:35:50 AN | 109905 20 23133 Pa| W Change)
Mirdhlaz Wi, Change (mg): | 0000 0000 ]
Batch Stability Tests (Lot Exposure Blarks]
Filter Count: 3 3
Fover age Wit Ditf (mg: 0003 0003
M aximum Wrt. Lt (ma: 0005 0004
page: | 4| 4 » ]| 4] I 2
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“ File Edit “iew ‘iew Tools Window Help _iﬂl_ﬂ

K-8 S o@@ 5% - d=F-Bag- 2
_Fﬁwmm Record Last Changed: SM500 4
PE Fitter ID: T127630 Sampler ID: BGO217 AIRS Site Code: 220550005  FOC:1
Quality Control Checks Chedck [ ate: 5M5003:10:06 P
Check Flag Check Check Adto GE  Oherride
] IO Code Description Yaue Fz== Fail Pass Fail  Commert
Criticd crteria
1 2 DA no fitter damage (wisual defecf) True M O O O
2 3 EST sample period 12801500 min 1439 min M O O O
3 8 FLR.1  flow rate <=+ 5% of 16.67 L'min 16,69 Limin MO OO
4 8 FLR.Z flowrate == 2% CV 023 MO OO
g 12 FVL na flow rate excursions = £5% for > 5 min True M O O O
£ 32 HTE_1 =sample recovery <= 96 hours fram=sample end date 11 hours M O O O
7 32 HTE_Z postsample weighing <= 10 days at 25 deg C or 12 dayz, 0 degC M O O O
= 30 days atd deg C [cald padk: Frozen)
34 ISF_1  presample minimum 23 hour equilibr ation 476 hours M O O O
a 34 ISP_2  presample mean temperature 20-23 degrees C 218 degrees C M O O O
10 234 ISF_2  presample temperature control £ 2 degrees C ower 0,132 degrees C MO O O
24 hours
11 24 ISP 4  prezample mean RH 230-40% 37.3 percent M O O O
12 234 ISP 5  prezample RH SD contral £ 5% 02032 percent M O O O
12 34 ISP_6  postsample minimum 24 hour equilibration a5 hours M O O O
14 234 ISP.T  postzample mean temperature 20-22 degrees C 21.8 degrees C M O O O
15 34 ISP 2 postsample temperature control £ 2 degrees C 015 degrees C M O O O
aver 24 haurs
16 34 ISF 29  postzample mean RH 30-90% 36.2 percent M O O O
17 34 ISF_10  postzample RH S0 control £ 5% 0294 percent MO O O
18 24 ISP 11 prefpestsample RH£5% -2.1 percent M O O O
Sample batch wdidation with majgor and minor flags

Page: H|*l|| 46 F|H| *l l d
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“ File Edit Yiew Yiew Tools Window Help

¥-8 o oB@ 5% -de PF-0a- 0
-t —
12 24 ISP 11 prefpostzample RH £ 5% -2.1 percent M O O O -
Sample ba ch wAidation with major and minor flags
19 26 FIS_ 1  presample 100 mg balance chack <=2 ug 2ug M O O O
20 26 FIS_2  presample 200 mg balance check <=2 ug Qug M O O O
21 22 FLD_ 1 presample duplicate fitter weight £ 15 ug -1 ug M O O Od
22 26 FIS_ 3  postzample 100 mgbalance check <= 3 ug Qug M O O Od
23 26 FIS 4  postzample 200 mg balance check <= 3 ug 0ug M O O O
24 28 FLD 2  postszample duplicate fittar vosight £ 15 ug Qug M O O O
25 27 FLB lab blarks + 15 ug -5 ug M O O O
26 25 FFB field blanks £ 30 ug 11 ug MO O O
Operztional evadustion criteriz
27 9 FLT fiter temperature, no excursions of » S degrees © True MO O O
lazting longer than 30 min
28 6 FAT temperature werification £ 2 degreasz C True M O O Od
28 11 FPC barametric prezsure verification £ 10 mm Hg True M O O O
20 12 F5C flawe rate warification £ 4% True M O O O
21 32 HTE_Z (pre-zample) fitter holding <= 20 days from pre- 2 days M O O O
reigh
32 12 BDL lowper detection limit{PM2.5 conc. »= 2 ug/m3) 2537 ug'm3 M O O Od
33 upper concentration limit (P25 cone. <= 200 8537 ug'm3 M O O Od
ugmd)
) 24 FCS callocated CW <= 10% Haot Collocated M O O O
35 32 FRW_1 presample bateh stability test < 15 ug between & ugmax. diff.) M O O O
vueighings [ each filter
26 32 FRW 2 presample batch stability test <= 5 ug between 223 ug (2 filters) M O O Od
weighings [ awerage of at least 3 fitters)
37 32 FRW 3 postzample batch stability test < 15 ug between 4 ug(max. diff.) M O O O
ruaighings [ each filkan
38 32 FRW 4 postsample batch stability test < 5 ug bebween 2 ug 3 filters) M O O Od i
weighings ' averaae of atleast 3 fiters)
Page: 14| 4 | 45 kM| A d
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QA Manager Approval

= Once Laboratory Analyst has PE's identified
as either:

» "Valid Data" and "Complete" or
» "PE Rejected" and "Complete"
= PE's are submitted to the QA Manager for
approval:
» Can have "Approval” or
» Returned to lab for further investigation



AIRS Data Submittal

= Once data are approved by the QA manager
AIRS transactions of those PE's can be
generated.

= Example transactions from database output
to text file:

942133000888101171059906111 118 I
942043040188101171059906111 123 I
942129000888101171059906171 125 I
9421010136881011/71059906231 181 I
942095002588101171059906081 266 I

I

I

942101013688101171059906021 223
942003029088101171059906021 220



4, PM 2.5 Performance Evaluation Database - v 2.02 - [Output AIRS File]

. File Edit View WYiew Insert Format BEecards Tools Window Help

(-1 SRy “w ==
FE Frimary Fliter [D A Approved AR Approved -
FE Frimary Cassette [D T Anyvalue ™ Anywvalue
AIRS Site ID = The  True
State j " False " False
EFA Region [
Ewvaluated after
Ewvaluated befare
White AIRS File Beset Farm Exit Form
[Form igw LM



Next Steps

= Full validation of '99 dataset in each lab
= Approval by each QA manager

= Decision on submittal to AIRS?

» Current system does not provide the required
statistics identified in part 58

» Current system requires submittal of audit and
State primary data in the same transaction;
therefore need to have "Official" State value
before submittal of PE values

» Re-engineered system allows submission of
audit data independent of State primary value



